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before the device is commercially dis-
tributed unless it is reclassified. If
FDA knows that a device being
commerically distributed may be a
‘‘new’’ device as defined in this section
because of any new intended use or
other reasons, FDA may codify the
statutory classification of the device
into class III for such new use. Accord-
ingly, the regulation for such a class
III device states that as of the enact-
ment date of the amendments, May 28,
1976, the device must have an approval
under section 515 of the act before com-
mercial distribution.

§ 892.9 Limitations of exemptions from
section 510(k) of the Federal Food,
Drug, and Cosmetic Act (the act).

The Food and Drug Administration’s
(FDA’s) decision to grant an exemption
from the requirement of premarket no-
tification (section 510(k) of the act) for
a generic type of class I device is based
upon the existing and reasonably fore-
seeable characteristics of commer-
cially distributed devices within that
generic type. Because FDA cannot an-
ticipate every change in intended use
or characteristic that could signifi-
cantly affect a device’s safety or effec-
tiveness, manufacturers of any com-
mercially distributed class I device for
which FDA has granted an exemption
from the requirement of premarket no-
tification must still submit a pre-
market notification to FDA before in-
troducing or delivering for introduc-
tion into interstate commerce for com-
mercial distribution the device when:

(a) The device is intended for a use
different from its intended use before
May 28, 1976, or the device is intended
for a use different from the intended
use of a preamendments device to
which it had been determined to be
substantially equivalent; e.g., the de-
vice is intended for a different medical
purpose, or the device is intended for
lay use where the former intended use
was by health care professionals only;
or

(b) The modified device operates
using a different fundamental sci-
entific technology than that in use in
the device before May 28, 1976; e.g., a
surgical instrument cuts tissue with a
laser beam rather than with a sharp-
ened metal blade, or an in vitro diag-

nostic device detects or identifies in-
fectious agents by using a
deoxyribonucleic acid (DNA) probe or
nucleic acid hybridization technology
rather than culture or immunoassay
technology.

[54 FR 13831, Apr. 5, 1989]

Subpart B—Diagnostic Devices

§ 892.1000 Magnetic resonance diag-
nostic device.

(a) Identification. A magnetic reso-
nance diagnostic device is intended for
general diagnostic use to present im-
ages which reflect the spatial distribu-
tion and/or magnetic resonance spectra
which reflect frequency and distribu-
tion of nuclei exhibiting nuclear mag-
netic resonance. Other physical param-
eters derived from the images and/or
spectra may also be produced. The de-
vice includes hydrogen-1 (proton) imag-
ing, sodium-23 imaging, hydrogen-1
spectroscopy, phosphorus-31 spectros-
copy, and chemical shift imaging (pre-
serving simultaneous frequency and
spatial information).

(b) Classification. Class II.

[53 FR 5078, Feb. 1, 1989]

§ 892.1100 Scintillation (gamma) cam-
era.

(a) Identification. A scintillation
(gamma) camera is a device intended
to image the distribution of radio-
nuclides in the body by means of a pho-
ton radiation detector. This generic
type of device may include signal anal-
ysis and display equipment, patient
and equipment supports, radionuclide
anatomical markers, component parts,
and accessories.

(b) Classification. Class I.

[55 FR 48443, Nov. 20, 1990]

§ 892.1110 Positron camera.

(a) Identification. A positron camera
is a device intended to image the dis-
tribution of positron-emitting radio-
nuclides in the body. This generic type
of device may include signal analysis
and display equipment, patient and
equipment supports, radionuclide ana-
tomical markers, component parts, and
accessories.
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(b) Classification. Class I.

[55 FR 48444, Nov. 20, 1990]

§ 892.1130 Nuclear whole body
counter.

(a) Identification. A nuclear whole
body counter is a device intended to
measure the amount of radionuclides
in the entire body. This generic type of
device may include signal analysis and
display equipment, patient and equip-
ment supports, component parts, and
accessories.

(b) Classification. Class I. The device
is exempt from the premarket notifica-
tion procedures in subpart E of part 807
of this chapter.

[53 FR 1567, Jan. 20, 1988, as amended at 59
FR 63015, Dec. 7, 1994]

[55 FR 48444, Nov. 20, 1990]

§ 892.1170 Bone densitometer.
(a) Identification. A bone densitom-

eter is a device intended for medical
purposes to measure bone density and
mineral content by x-ray or gamma
ray transmission measurements
through the bone and adjacent tissues.
This generic type of device may in-
clude signal analysis and display equip-
ment, patient and equipment supports,
component parts, and accessories.

(b) Classification. Class II.

§ 892.1200 Emission computed tomog-
raphy system.

(a) Identification. An emission com-
puted tomography system is a device
intended to detect the location and dis-
tribution of gamma ray- and positron-
emitting radionuclides in the body and
produce cross-sectional images through
computer reconstruction of the data.
This generic type of device may in-
clude signal analysis and display equip-
ment, patient and equipment supports,
radionuclide anatomical markers, com-
ponent parts, and accessories.

(b) Classification. Class II.

§ 892.1220 Fluorescent scanner.
(a) Identification. A fluorescent scan-

ner is a device intended to measure the
induced fluorescent radiation in the
body by exposing the body to certain x-
rays or low-energy gamma rays. This
generic type of device may include sig-
nal analysis and display equipment, pa-

tient and equipment supports, compo-
nent parts and accessories.

(b) Classification. Class II.

§ 892.1300 Nuclear rectilinear scanner.
(a) Identification. A nuclear rectilin-

ear scanner is a device intended to
image the distribution of radionuclides
in the body by means of a detector (or
detectors) whose position moves in two
directions with respect to the patient.
This generic type of device may in-
clude signal analysis and display equip-
ment, patient and equipment supports,
radionuclide anatomical markers, com-
ponent parts, and accessories.

(b) Classification. Class I.

[55 FR 48444, Nov. 20, 1990]

§ 892.1310 Nuclear tomography system.
(a) Identification. A nuclear tomog-

raphy system is a device intended to
detect nuclear radiation in the body
and produce images of a specific cross-
sectional plane of the body by blurring
or eliminating detail from other
planes. This generic type of devices
may include signal analysis and dis-
play equipment, patient and equipment
supports, radionuclide anatomical
markers, component parts, and acces-
sories.

(b) Classification. Class II.

§ 892.1320 Nuclear uptake probe.
(a) Identification. A nuclear uptake

probe is a device intended to measure
the amount of radionuclide taken up
by a particular organ or body region.
This generic type of device may in-
clude a single or multiple detector
probe, signal analysis and display
equipment, patient and equipment sup-
ports, component parts, and acces-
sories.

(b) Classification. Class I.

[55 FR 48444, Nov. 20, 1990]

§ 892.1330 Nuclear whole body scan-
ner.

(a) Identification. A nuclear whole
body scanner is a device intended to
measure and image the distribution of
radionuclides in the body by means of
a wide-aperture detector whose posi-
tion moves in one direction with re-
spect to the patient. This generic type
of device may include signal analysis
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